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er a drug listedon the TDCI for 
inclusion in the PDL based onthe following factors: 

a) 	 The recommendations of the Pharmaceutical and Therapeutics Committee 
(P&T committee); 

b) 	 The clinical efficacy of the drug consistent with the determinationof the Food 
and Drugadministration and the recommendations of the P&Tcommittee; 

c) 	 Comparison of the price ofthe drug and the price of competing drugsto the 
Texas Medicaid outpatient drug program; 

d) A program benefit offered by the manufactureror labeler of the drug partially 
or whollyin lieu of a supplemental rebateand accepted by the state; 

e) Written evidence offered by a manufacturer or labeler supporting theinclusion 
of a producton the PDL. 

The state will examine information fromany or all of these sources when considering 
the drugs to be included in the PDL. 

The State will only include labeleron the PDL drugs provided by a manufacturer or 
that reaches an agreement with the state for supplemental rebatesfor drugs provided 
to Medicaid recipients. Manufacturers or labelers that offer a program benefit must 
first have a supplemental rebate agreement. 

F. Supplemental Medicaid Drug Rebate Agreement: Pursuant to Section 1927 of the 
Act, the state has the following policies for Medicaid supplemental rebates and 
program benefits: -, 

-: . 
. . a) A model agreement between the state and a drug manufacturer for drugs 

provided to the Medicaid population, submitted to CMS on January 29, 2004, 
and entitled “Texas Healthand Human Services Commission, TitleXIX 
Vendor Drug Program, Supplemental Rebate Agreement”, hasbeen 
authorized by CMS. 

b) 	 Supplemental rebatesreceived by the statein excess ofthose required under 
the national drug rebate agreement will be shared withthe Federal 
government on the same percentage basisas applied under the national rebate 
agreement. 

C) 	A model program benefit agreement between the state and the drug 
manufacturer for program benefits providedto the Medicaid program, 
submitted to CMS on September 14, 2004 and entitled “TexasHealth and 
Human Services Commission TitleXIX Vendor Drug Program Benefit 
Agreement” has been authorized byCMS. 

d) 	 Program benefits will consist of benefits, services,or expenditures that the 
State would otherwise bearunder its state plan as medical or administrative 
expense. 
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e) 	 For program benefits, only the direct costs associated with the Program 
Benefit investment, including non-monetary benefits suchas in-kind goods 
and services, in the program by the manufactureror labeler will count as 
reducing the amount of the supplemental rebated owed. The savings or 
reduced claim experiencethat may result from the investment doesnot reduce 
the amount of the supplemental rebate owed. 

f) 	 Program benefits received by the state will be treated as supplemental rebates 
and will beshared with theFederal government on the same percentage basis 
as applied under the national rebate agreement. For those manufacturers who 
have a Program Benefit Agreement, the Statewill determine the amount of 
supplemental rebate owed bythe manufacturer at the end of a year. This 
amount represents 1) the potential total amount of Program Benefit investment 
by the manufacturer for the year, and 2) the basis for determining the amount 
of supplemental rebatethat will be shared with the Federal government. For 
the CM64, the State will reduce its other Federal claims by the amount of the 
Federal share of the entire supplemental rebate owedat the end of the “Texas 
Health and Human Services Commission TitleXIX Vendor Drug Program 
Supplemental Rebate Agreement” term. 

g) 	 Where the program benefit amount is less than the supplemental rebate 
amount, the program benefit amount plus the difference between full 
supplemental rebate amount and the program benefit amountwill be shared 
with the Federal government on the same percentage basis as applied under 
the national rebate agreement. 

G. 	P&T Committee: The P&T committee is established in accordance with $53 1.074 of 
the Texas Government Code,and will develop recommendations forpreferred drug 
lists to be adopted by the state. The P&T committee is appointed by the governorand 
consists of sixphysicians and five pharmacists. The P&T committeeshall meet at 
least quarterly to consider productsin categories the state recommendsfor 
consideration. In developing its recommendations for a PDL, the P&T committee 
shall consider, for each product included in a category of products, theclinical 
efficacy, safety, cost-effectiveness and any programbenefit associated with the 
product. The P&Tcommittee shall inform the State Agency of its reasonsfor 
recommending drugs for the PDL. The P&T committee shall maintain confidentiality 
of information used in considering their recommendations including any information 
deemed confidential by law. 

IT. 	Public Notice: The State Agency will publish notice of the meetings ofthe P&T 
committee. The notices will include the categories to be considered at the upcoming 
meeting and instructions concerningfiling of written comments and applicationto 
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provide public testimony before the committee.The PDLwill be published on the 
HHSC website. Within 10 days following the State Agency'sdecision on the 
recommendations of the P&T committee,the Agency will publishrevisions to the 
PDL on the HHSCwebsite. 

I. 	 No payment will be made for drugs in hospitals, nursing facilities and other 
institutions where those drugs are includedin the reimbursement formula and vendor 
payments to the institution. 

J. 	 Expanded pharmacy benefits under EPSDT will end on the last day of the month in 
which the individual has hisor her 21 birthday. 
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onsider a drug listed onthe TDCI for 
inclusion in the PDL based on the following factors: 

a. The recommendations of the Pharmaceutical and Therapeutics Committee 
(P&T committee); 

b. 	 The clinical efficacy of the drug consistentwith the determination of theFood 
and Drug administration and the recommendations of the P&T committee; 

c. 	Comparison of theprice of the drug and the price of competing drugs the 
Texas Medicaid outpatient drug program; 

d. 	 A program benefit offered by the manufactureror labeler of the drug partially 
or whollyin lieu of a supplemental rebateand accepted by the state 

e. Written evidence offered by a manufacturer or labeler supporting theinclusion 
of a product on the PDL. 

The state will examine informationfrom any orall of these sourceswhen considering 
the drugs to be included in thePDL. 

The State will only include on labelerthe PDL drugs provided by a manufacturer or 
that reaches an agreement with the State for supplemental rebatesfor drugs provided 
to Medicaid recipients. Manufacturers or labelers that offer a program benefit must 
first have a supplemental rebate agreement 

F. 	 Supplemental Medicaid Drug Rebate Agreement: Pursuant to Section 1927 of the 
Act, the state has the followingpolicies for Medicaid supplemental rebates and 
program benefits: i 

a) A model agreement between the state and a drug manufacturer for drugs 
provided to the Medicaid population, submittedto CMS on January 29, 2004, 
and entitled “Texas Healthand Human Services Commission, TitleXIX 
Vendor Drug Program, Supplemental Rebate Agreement”, hasbeen 
authorized by CMS. 

b) 	 Supplemental rebatesreceived by the statein excess of thoserequired under 
the national drug rebate agreement willbe shared with the Federal 
government on the same percentage basis as applied under the nationalrebate 
agreement. 

c) 	 A model program benefit agreement between the state and the drug 
manufacturer for program benefits provided to the Medicaid program, 
submitted to CMS on September 14, 2004 and entitled “Texas Health and 
Human Services Commission TitleXu< Vendor Drug Program Benefit 
Agreement” has been authorized by CMS. 
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d) For program benefits, only the direct costs associated with the Program 
Benefit investment, including non-monetary benefits suchas in-kind goods 
and services,in the program bythe manufacturer or labeler will countas 
reducing the amount of the supplemental rebated owed. The savings or 
reduced claim experience that may result from the investment doesnot reduce 
the amount ofthe supplemental rebate owed. 

e) Program benefits will consist of benefits, services, or expenditures that the 
State would otherwise bearunder its state plan as medical or administrative 
expense. 

f) 	 Program benefits received by the state will be treated as supplemental rebates 
and will be shared with the Federal government on the same percentage basis 
as applied under the national rebate agreement. For those manufacturers who 
have a Program Benefit Agreement, the State will determine the amountof 
supplemental rebate owed by the manufacturer at the end of a year. This 
amount represents 1) the potential total amount of Program Benefitinvestment 
by the manufacturer for theyear, and 2) the basis for determining the amount 
of supplemental rebate that will be shared with the Federal government. For 
the CM64,the State willreduce its other Federal claims by the amount of the 
Federal share of the entire supplemental rebate owedat the end of the “Texas 
Health and Human Services Commission Title XIX Vendor Drug Program 
Supplemental Rebate Agreement” term. 

g) 	 f)Where the program benefit amount is lessthan the supplemental rebate 
amount, the program benefit amount plus the difference between full 
supplemental rebate amount and the program benefit amount will be shared 
with the Federal government on the same percentage basis as applied under 
the national rebate agreement. 

G. P&T Committee: The P&T committee is established in accordance with $531.074 of 
the Texas Government Code, andwill develop recommendations for preferred drug 
lists to be adopted bythe state. The P&T committee is appointed by the governor and 
consists of six physicians and five pharmacists.The P&T committeeshall meet at 
least quarterly to consider productsin categories the state recommendsfor 
consideration. In developing its recommendations for a PDL, the P&T committee 
shall consider, for each productincluded in a category of products, the clinical 
efficacy, safety, cost-effectiveness and any program benefit associated with the 
product. The P&Tcommittee shall inform the State Agency of its reasonsfor 
recommending drugs for the PDL. The P&T committee shall maintain confidentiality 
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of information used in considering their recommendations including any information 
deemed confidential bylaw. 

H. 	Public Notice: The State Agencywill publish notice of the meetingsof the P&T 
committee. The notices will include the categories to be considered at the upcoming 
meeting and instructions concerning filingof written commentsand application to 
provide public testimony before the committee.The PDLwill be publishedon the 
HHSC website. Within 10 days following the State Agency'sdecision on the 
recommendations of the P&T committee, the Agency will publish revisions to the 
PDL on the HHSC website. 

No payment will be made for drugs in hospitals, nursing facilities and other 
institutions where those drugs areincluded in the reimbursement formula and vendor 
payments to the institution. 

Expanded pharmacy benefitsunder EPSDT will end on the last day of the month in 
which the individual has his or her 21" birthday. 
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